
May 14,2004 

Dockets Management Branch (HFA-305) 
Food and Drug Administration 
5630 Fishers Lane, Room 1061 
Roekville, MD 20852 

RE: Dtacket Number OZN-0278 
Prior Notice of Imported Food Under the Pu?& Health Security and Bioterrorism 
Preparedness and Response Act 

DearSirorMadamz 

The Procter and Gamble Company welcomes the opportunity to submit comments pertaining to 
FDA’s Notice of Proposed R&z&ing %r providiug Prior Notice of Imported Food iota the 
United States :published on April 14,2004 (FR Vol. 69, No. 72, pp 19763~19765). The Procter 
Bt Gamble Company (“P&G”) is an international consumer product company headquamed in 
Cincinnati, Obio that markets comer products in over 160 countries around the globe. In the 
United States, P&G products under FDA jurisdiction inchde thos regulated as human and 
animal foods, dietary supplements, Rx and OTC drugs, cosmetic% and medical devices. P&G 
fbod p&u&s inch& Folgers c&&e, Iams Pet gods and Pring@s potato crisps. 

On June 12,2002, the President signed the public H&&h Security and Bioterrorism Preparedness 
and Response l4ct of 2002 into law. P&G supports the goal of ertharuing the security of the U.S. 
hod supply. Section 307 of the Act contains new requirements %r importing %od products into 
the United States. We believe reasoned final regulations ftom FDA are essential tir 
implementing the Act in an orderly mannerthateohancesfbodsa%tyandfbodsecuitywhile 
minimizing disruption to the U.S. tied supply and to the parallel systems in place fhr nonfood 
consumer product import, nmnufiicturing and distriin. P&G s&nit&d comments on this 
important topic during FDA’s initial open comment period in Augwt, 2002 prior to dra&ing of 
the proposed regulation, again in May 2003 a&x the proposed regulation was issued, and we 
Z%ppECiat~thiSOpparhmitytOCO-OnCemOre. 



Our specific connnd are as follows: 

1. An Alternate Prior Notice Approach is Nscearsary for Importing Products Purchased at 
Retail CM&de the US that are Subsequently Shipped to the US. without Intent of Resale. 

TheInterimFinalRulerequiresthatall 33mmk&red~offeredfirimportiutotheUnited 
statestobeacco~edbytwore~nnulnbers. OneregistrationnwJnberisthatofdae 
last~holdingtheprodnctpriortoimport. ProI4dingthislnunbergenerallyshouldnotbe 
anis~s~~~~ilityislikelyto~veawakingrelstionshipwiththeperson~~to 
bringthe~totheunitedstates. 

The secondre~nnwnberrequiredbyttrepriorNoticeImterimFinalRuleisthatofthelast 
tiditythatmamrfitctured,processRd,or~~edtheproduct. Thismpirementhaaprovedto 
he partitily unworkable fbr products purchased at retail in another country %r subsequent 
shipent to the United States. The most common examples are competitive productspurcbgsed 
by a business i5r te&&al analysis, aesthetk evah&ioq or comumer testingintheunited 
states; and cwsumenwhopurchaseSodproctuctstosendto~USby~t~~maiL In 
bOtllcaseS,the ~‘S~ility~~~numbeziSunlmowntOthe~~the 

sender has no business relationship with the nm&ktum Ill~sirlcetlleproductbeing 
~~yxlotbeitltended~rconsumptionhrtheUS,fhe~~mtsynotevenbe~~to 
register. Whileproduct ~exgectto~~~re~~~withthose 
~thesuprP~~G~whOneedtOknoW~inO~~~O~~iiarsateinthe~roited 

StatestolegallyentertheUnitedStat~mostproductmanuiitoturers donotexpecttoshare 
13-n irdbmation broadly with the competitors or with the public. This is consistent with 
FDA’s position to discourage providing &l&y rewn numbers broadly via package 
labeling or website since this would coqzomise the iwurity valne of the rewn and prior 
noticere~~e. 

2. The FDA Prior Not&e Regulation Should Req@z,e and Establish Procedures to 
Accommodate Cargo Security Initistivm such as C-TPAT. 

The Customs-Trade Pammship Against Termrism (C-TPAT) is an impormt and highly 
successm prognun initiated ah September 11,2001 that allows ComplBfles willing to &are 
detailed itrfbmbn about their supply chains and secmity pmcedum to receive expedited 
processi.ugandr6xiucedinspectionsoflowrisk imports. Keytonlakingtbisprogramsucce~ 
isitsflexiiility~ The~oftlae~~isbasedonsecurityguiQllinesthatw~~esto 
build on their exkting systems. 



TheC-TPATsystpi~cmrentSyworkingwelL WeencouragetbeFDAtoadoptandembrace 
thesystem~minimal~tothesystem. Thev&eoftbesptemisitsflexiiilityand 
webelieverulyc~theAgetacymay~~needtobe~-~onesthatallow~~ 
membersfl~in 

. ‘ * 
3. FDA and C!BF ShimId Co&sue 6s Impawe Consbtency and Completenew of Prior 
Notice System Elementa 

We have learned CB*. an& FDA. iibr~gmedicatedcoughdropsare 
mutually edusiye. A c&q@ drop co&&s&g OTC Monogra& active ingredients is regulated as 
an over-thBcouI$g drug by the Agency and is not subject to FDA prior notice. CBP categorizes 
alIcolllgh~.~~oaes~.asdayesbymlA,ilscarzctysubjecttoregrllationby 
FDAasa&od,whi&req@esauFDApriorno&e~ 



4. Prior Notice Requinments should be Revised for Foods not Mended for Human 
COIBSRIEQ~~O~, Foods Mended for Consumer T&g, and for Foods Shipped by 
rnternationnl Mail. 

Examples of activ&ies that could qual@ fbr this simplified prior notice process in&&x 

AnalvticalRef&ence Samnles 
Foods, usually fiod ingredients, being imported for quantitative analysis only 

Research and Develomnent Samnles 
Foods, usually food ingredients, being imported for evaluation in new product formulations 

Shirt Tests 
Food products shipped to assess product and package integrity through distriiution system 

Consumer Test Product San&es 
Food products being imported for use in a controlled consumer test 

Under each of the cir cum&ances descrii above, the threat to the public health is substantially 
decreased compared to the general f&&lowing marketplace. The product is going to a known 
kmtion. Prohct is ‘being generally handled by a limited number if people. Other recordkeeping 
systems such as f&&y logs and food GMPs require records to be be developed and main&&red, 
We encourage the Agency to use a risk-based approach and not a one-size fits all approach to 
required Prior Notice filing infbrmation. 



5. The Efficiency of the Prior Notice Filing Process can be Wurther Improved, Especially 
for Sbipmmts Arriving by Boat. 

The Interim Final Rule covering prior notice requires all fbuds imported into the United States to 
complete a prior notice within a mode of w specific tim&xune. Part of this process 
involves obtaining a CBP entry number, wl&h many fkms use a Customs Broker to do. This 
appears to work well in most cases but can create issues fbr products arriviug by boat. Of all the 
mudes of tnmsportatioq boats are most unpnxiictable and can arrive ear&x or later than 
anticipated. Early arrivals in par&x&r can be a problem bertirtuse of the 8 hour notice period and 
the relatively short tim.e&unes in which a company may learn of an impending early arrivaL 
Compounding the issue is that Customs Brokers may not work of a 24=hour, ‘I-day per week 
schedule. As a result, Prior Notice jhbr shipments that arrive on the weekend, holiday, or a&x 
normal business hours will be filed late and could be subject to civil penalties. We recommend 
thatthe~~noticesystemallowcustomentrynumberstobe~tothepriornoticeaRer 
the customs entry has been filed by the Customs Broker and that any penalty considerations be 
deferred unde!r these cir~ces. 

The Procter & Gamble Company appreciates the opportunity to comment on this proposed 
amendmeut aud I would be happy to discuss any of these comments in more detail. I can be 
contacted at (513) 9834530 or gua~.~~.cum. 

Sincerely, 

THE PROCTER & GAMBLE COMPANY 

Christopher B. Guay 
Legislative and Regulatory 


